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DODATEK &. 1 KE SMLOUVE
O KLINICKEM HODNOCENI

mezi

BAYER s.r.o.

se sidlem: Praha 5, Stodulky, Siemensova
2717/4, 155 00, Ceska republika

zapsana v obchodnim rejstiiku u Méstského
soudu v Praze, oddil C, vlozka 391

IC: 00565474

DIC: CZ00565474

zastouEené na zakladé

(dale jen jako "Zadavatel")

piné moci

Nemocnice Ceské Budéjovice, a.s.

se sidlem: B. Némcové 585/54, 370 01 Ceské
Budé&jovice, Ceska republika

ICO: 26068877

DIC: CZ26068877, pro ucely DPH DIC:
CZ699005400

zastoupena
fedsedou redstavenstva, a
¢lenem

predstavenstva
zapsana vobchodnim  rejstiiku  vedeném
Krajskym soudem v Ceskych Budgjovicich, oddil
B, viozka 1349

(dale jen "Centrum")

Datum narozeni:
Bytem: ,

Ceska republika

(dale jen "Hlavni zkousejici")

uzavieny nize uvedeného dne, mésice a roku
podle ustanoveni § 1746 odst. 2 zakona
€. 89/2012 Sb., oblansky zakonik, ve znéni
pozdéjSich predpisu (dale jen ,Dodatek €. 1%):

I.  Uvodni ustanoveni

1. Dne 26. 06. 2020 byla mezi Smluvnimi

AMENDMENT No. 1 TO THE
CLINICAL TRIAL AGREEMENT

between

BAYER s.r.o.

with its registered seat at: Prague 5, Stodulky,
Siemensova 2717/4, 155 00, Czech Republic
registered at the Municipal Court in Prague,
Section C, Insert 391

ID No.: 00565474

VAT No.: CZ00565474

represented on the basis of Power of Attorney

by

(hereinafter referred to as "Sponsor")
and

Nemocnice Ceské Budéjovice, a.s.

with its registered seat at: B. Némcové 585/54,
370 01 Ceské Budéjovice, Czech Republic

ID No.: 26068877

Tax No.: CZ26068877, for purpose of VAT No.:
CZ699005400

represented by:
- Chairman of the Board, and

member of the Board
registered at the commercial register at the
Regional court in Ceské Budéjovice, section B,
insert 1349

(hereinafter referred to as "Center")

and

Date of birth: -

Address of residence:
, Czech

Republic

(hereinafter referred to as  "Principal

Investigator")

entered into on the below stated day, month and
year pursuant to § 1746 sect. 2 of the Act No.
89/2012 Coll.,, Civil Code, as amended
(hereinafter referred to as “Amendment No. 17):

I. Introductory Provisions

1. On 26 Jun 2020, the Clinical Trial

stranami uzaviena Smlouva o Kklinickém Agreement was concluded between the
hodnoceni (dale jen ,Smlouva®), jejimz Parties (hereinafter referred to as ,the
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pfedmétem je provedeni Studie s nazvem
,Multicentrické, randomizované, placebem
kontrolované, s paralelnim uspofadanim,
dvojité zaslepené klinické hodnoceni faze I
k vyhodnoceni ucinnosti a  bezpecnosti
vhodné davky hodnoceného IéCivého
pfipravku BAY 2433334 u pacientd s akutnim
infarktem myokardu“ s Cislem Bayer 20603, a
rozdéleni povinnosti souvisejicich se Studii
mezi Zadavatele, Centrum a ZkouSejiciho.

Il. Zména Smlouvy

Smluvni strany timto sjednavaji zménu
Smlouvy, aby doplnily Pfilohu & 1 -
Finanéni podminky vbodé& 5. Ostatni
naklady o uhradu administrativniho start-up
poplatku nasledovné:

(v) SpoleCnost Bayer uhradi Centru
nahradu vSech nakladl souvisejicich
s pfipravou a  zahajenim  studie
a vyjednanim Smlouvy, a to

'|ednorézovou uhrnnou Castkou ve vysi

Ill. Zavérec¢na ustanoveni

. Ostatni ustanoveni Smlouvy zUstavaji timto
Dodatkem nezménéna. Tento Dodatek ¢&. 1
nabyva platnosti dnem jeho podpisu posledni
ze Smluvnich stran a G¢innosti nabyva dnem
uverejnéni v registru smluv.

. Zadavatel bere na védomi, Zze Centrum je
povinno uvefejfiovat informace v souladu se
zdkonem ¢&. 340/2015 Sb., o registru smluv.
Smluvni strany se dohodly, Ze Centrum
uverejni verzi tohoto Dodatku €. 1 ke Smlouvé,
kterou mu za timto u¢elem pfipravi a poskytne
Bayer nejpozdéji vden podpisu tohoto
Dodatku €. 1, a to v strojové Citelném formatu
v elektronické podobé.

Pokud Bayer danou povinnost nesplni, je
Centrum opravnéno uvefejnit Dodatek &. 1
samo.

Agreement). Subject of the Agreement is
the performance of the study entitled
,Multicenter, randomized, placebo
controlled, double-blind, parallel group,
dose-finding Phase 2 study to evaluate
efficacy and safety of BAY2433334 in
patients following an acute myocardial
infarction” with the Bayer number 20603,
and allocation of the Study related
obligation either to Sponsor, Center and the
Investigator, as the case may be.

Il. Amendment to Agreement

The Parties hereby agreed to amend the
Agreement to supplement the Appendix
No. 1 — Financial terms in point 5. Pass-
through costs by the reimbursement of the
administrative start-up fee as follows:

(v) Bayer will reimburse the Center for all
costs related to the preparation and
the beginning of the study and the
negotiation of the Agreement by a one-

time Iumﬁ sum in the amount of

Ill. Final Provisions

This Amendment is without prejudice to the
other provisions of the Agreement. The
Amendment No. 1 shall be valid on the date
of signing by the last Party and effective by
publishing of the Amendment in the contract

registry.

Sponsor acknowledges that Center is
obliged to publish the information in
compliance with Act No. 340/2015 Coll., on
Contract Registry. The Parties agreed that
the Center shall publish such version of this
Amendment No. 1 to the Agreement, which
Bayer will prepare and provide for this
purpose not later than on day of
Amendment No. 1 signing, in machine-
readable format in electronic form. Center
is authorized to publish Amendment No. 1 in
the registry if Bayer does not fulfil the
obligation to provide cotract version for
publication.

This Amendment No. 1 is executed in four

3. Tento Dodatek €. 1 se vyhotovuje ve Ctyfech
vyhotovenich, kdy Bayer obdrzi dvé
vyhotoveni a Centrum a ZkouSejici po jednom
vyhotoveni.

original copies. Bayer shall receive two
original copies and Center and Investigator
receive one original copy each.

4. Tento Dodatek &. 1 je sepsan v éeském a | 4. This Amendment No. 1 is written in the
anglickém jazyce, pfiéemz v pfipadé rozporu Czech and English languages, and in the
mezi jazykovymi verzemi bude upfednostnéna event of a conflict between the language
Eeska verze Dodatku. versions, the Czech version of the

Amendment shall prevail.
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5. Smluvni strany prohladuji, Ze tento Dodatek | 5. The Parties declare that this Amendment
€. 1 uzaviely na zakladé svobodné a vazné No. 1 was concluded based on their own
vule, jeho obsah procetly a porozumély mu, a free and serious will. The Parties read the
na dikaz toho pfipojuji své vlastnorucni Amendment No. 1 and they understood the
podpisy. Amendment No. 1, in witness whereof the

undersigned have signed this Amendment
No. 1.
3/4

Version Oldated 12th July 2015
Agreement Amendment between Bayer, Institution and Investigator for the performance of a clinical trial




BAY 2433334, Protocol No 20603

BAYER s.r.o.

Misto/datum - Place/date: Praha

.=

zmocnénec / Agent

Nemocnice Ceské Budéjovice, a.s.

Misto /Place:

Datum / Date:

predseda predstavenstva / Chairman of the Board

¢len predstavenstva / Member of the Board

Misto / Place:

Datum / Date:

Hlavni zkouSejici / Principal Investigator
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